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(i) Memoranda to stalf elaborating ar
clarifying standards described in
administative staff manuals and Part 5
of this subchapter.

(10) Miscellaneous {Press Releasas,
Clearance Requests, Reports Filed by or
with the Commission, Continuing
Guaranties, Registered Identification
Numbers). (1) Releases by the
Commission’s Office of Public Affairs
supplying information congerning the
activities of the Commission;

(i) Applications under § 4.1(b)(2) of
this chapler for clearance or
authorization to appear or participate in
a proceeding or investigation and of the
Commission’s responses thereto;

(iii) Continuing guaranties filed under
the Wool, Fur. and Textile Acts;

(iv) Published reports by the staff or
by the Commission on economic surveys
und investigations of general interest;

(v) Filings by the Commission or by
the staff in connection with proceedings
before other federal agencies or state or
local government bodies:

(vi) Registration statements and
anmual reports filed with the
Commission by export trade

ssociations, and bulletins, pamphlets,
and reports with respect to such
sssociations released by the
Commission;

(vii) The identities of holders of
registered identification numbers issuved
by the Commission pursuant to § 1.32 of
this chapter;

(viii) The Commission’s annual report
ubmitted after the end of pach fiscal
year, summarizing its work during the
vear (available for inspection at each of
the offices of the Commission with
copies obtainable from the
Superintendent of Documents, U.S.
Government Printing Office,
Washington, DC 20402) and any other

nnual reports made to Congress on
ictivities of the Commission as required
by law; and

(ix) Every amendment, revision,

ubstitute, or repeal of any of the
furegoing items listed in §§ 4.9(b)(1)
through 4.9(b){10) of this section.

(c) Confidentiality. (1) Persons
submitting documentary material to the
Commission described in this section
may designate that material or portions
of it confidentizl and request that it be
withheld from the public record. No
such material or portions of material
(including documents generated by the
Commission or its staff conlaining or
reflecting such material or portions of
material] will be placed on the public
record pursuant to this section until the
Commission has ruled on the request for
confidential treatment and provided any
prior notice to the submitter required by
law. All requests for confidential

treatment shall be supported by a
showing of justification in light of
applicabie statutes, rules, orders of the
Commission or its administrative law
judges, orders of the courts, or other
relevant authority,

(2) The Commission may withheld
from the public record any documents or
portions of documents otherwise falling
within § 4.9(b) of this section to the
extent they contain information that
would be exempt from mandatory public
disclosure under § 4,10 of this part.

3. Section 4.1{c] is revised to read a
follows:

§4.1 Appearances

(¢} Public disclosure: All applications
réquesting authorization 1o appear or
participate in a proceeding or
investigation, and the Commission’s
responses thereto, are part of the public
records of the Commission, except for
information exempt from disclosure
under § 4.10(a) of this chapler.

Dated: December 2, 1985,

By direction of the Commission.

Benjamin I. Berman,

Acting Secretary. -~

{FR Doc, 85-29236 Filed 12-11-85; 8:45 am)
BILLING CODE 6750-01-M

16 CFR Part 13
[Docket No. C-602]

Chesebrough-Pond's inc.; Prohibited
Trade Practices, and Affirmative
Corrective Actions

AGENCY: Federal Trade Commission,
AcTiON: Modifying order.

SUMMARY: The Federal Trade
Commission has modified a 1963
consent order issued against the New
York City-based manufacturer and
marketer of Vaseline petroleum jelly (63
F.T.C. 927). The modified order deletes
provisions prohibiting the company from
claiming that Vaseline provides a
protective barrier to the skin and is
effective for the relief of itching, and
allows respondent to make limited
claims about the product’s beneficial
effects, provided respondent has
competent and reliable scientific
evidence to support its claims. These
modifications were granted based on
reports from the Food and Drug
Administration’s over-the-counter drug
review program. The modified order
also allows respondent to compare
Vaseline's effectiveness to that of other
products, provided competent-and
reliable scientific evidence is available.

DATES: Consent Order issued Sept. 25,
1963. Modifying Order issued Nov. 25,
1985.

FOR FURTHER INFORMATION CONTACT:
FTC/B-425, Thomas D. Massie,
Washington, DC 20580. (202) 376-2891.

SUPPLEMENTARY INFORMATION: In the
Matter of Chesebrough-Pond's Inc.

List of Subjects in 16 CFR Part 13

Over-the-counter drugs, Petroleum
jelly, Trade practices.

(Sec. 8, 38 Stat. 721; 15 U.S.C. 46. Interprels o:
applies sec. 5, 38 Stat. 719, as amended: 15
U.S.C. 45, 52)

Before Federal Trade Commission

[Docket No. C-802]

Commissioners: Terry Calvani, Acting
Chairman, Patricia P. Balley, Mary L.
Azcuenaga.

In the Matter of Chesebrough-Pond's Inc.

Order Reopening the Proceeding and
Modifying Cease and Desist Order

On April 11, 1985, Chesebrough-
Pond’s Inc. ("Petitioner”) filed a request
to reopen and to set aside or modify the
Consent Order entered against it by the
Commission on September 25, 1983, in
Docket No. C-602 (63 F.T.C. 827). The
Order prohibits Petitioner from making
certain usage and effectiveness claims
with respect to the advertising of its
over-the-counter drug product,
“Vaseline” petroleum jelly,' The request
to reopen and lo set aside or modify the
Consent Order was placed on the public
record on April 23, 1985, and a press
release regarding the request was issued
on the same date. The public comment
period ended May 23, 1985. Comments
were filed by four individual consumers
during that period.? The deadline to rule
on Petitioner’s request was subsequently
extended to November 25, 1985.

The Order requires Petitioner to cease
making a variety of advertising claims
with respect 1o the therapeutic and
protective qualities of “Vaseline.” The
Order contains twelve specific
prohibitions relating to the following

“Vaseline™ petraleum felly is the product trade
name. It is composed mostly or petrofatum. a
purified mixture of semi-solid Kydrocarbons derived
from pelroleum. “Vaseline” contains both white
petrolatum and yellow petrolutum, which are
essentially identical except for color. The terms
“Vaseline™, “petrolatum™, and “product” are gsed
interchangeahbly throughou! this Decizion and
Order.

* All four commenters expressed tho! thay have
used the product for a number of years and have
used it to treat minor bums, cuts, and scratches.
Two of the commenters stated that they have used
the product as a skin softener. One commenter
stated that she has used the product on heat cash,
as a preventative for diaper rash, and as a
deodorant.
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types of claims: infections; skin injuries;
a protective barrier; diaper rash; cradle
cap; advertising slogans; and escape of
tissue fluids.

Petitioner sets forth several arguments
as justification for its request. First, it
asserts that the Food and Drug
Administration's (F.D.A.) over-the-
counter drug review program has
resulted in changed conditions of law
and fact that require the Order to be set
aside or modified to allow those claims
which the F.D.A. review program has
substantiated. Second, Petitioner asserts
that the Order is no longer necessary or
appropriate to protect consumers and
thus should be set aside in its entirety.
Finally, Petitioner asserts that the Order
should be modified to allow it to make
any claim for which there is a
reasonable basis.

Since the Order's entry some twenty-
two years ago, the F.D.A. has
undertaken a comprehensive review
evaluating the safety and effectiveness
of the ingredients in over-the-counter
drug products such as “Vaseline".
Petitioner submits that several F.D.A.
Advisory Review Panels have concluded
that petrolatum, the principal ingredient
in “Vaseline", is effective for claims
prohibited by the Order. It is Petitioner's
position that the findings and
conclusions of these panels now provide
adequate substantiation for these
prohibited claims which justifies setting
aside these prohibitions.

As Petitioner points out, the
Commission has allowed the
conclusions and recommendations of
F.D.A. Advisory Review Panels to
demonstrate adequale substantiation for
performance claims. In prior decisions,
the Commission has held that F.D.A.
final monographs ? may be relied upon
to substantiate performance claims for
over-the-counter drug products, AHC
Pharmacal, Inc., 101 F.T.C. 40 (1983);
Thompson Medical Co., Docket No.
D.9149. Slip op. at 80 (November 23,
1984), In addition, the Commission has
held that F.D.A. preliminary documents
subject to revision, such as tentative
final monographs, are also
presumptively reliable for
substantiation. American Home
Products Corp., 98 F.T.C. 136 (1981) at
368. We have reviewed the monographs
relied on by Petitioners and compared
the findings and conclusions of the
various panels reviewing petrolatum
with the claims prohibited by the Order.

' A mooograph sets out the findings and
conclusions of the F.D.A. Advisory Review Panels.
A monogroph can be published as o proposed
monograph, a tentative final monograph, and a final
monograph depending on the stage of the review
Process,

Based on this review we conclude that
the findings and conclusions do
substantiate two of the claims now
prohibited by the Order,

Paragraph 1.(b) of the Order prohibits
Petitioner from making any claim that
“Vaseline" provides a protective barrier
to the skin unless such claim is limited
to the water repellant effect of a
continuous film of the product. The Skin
Protectant Panel conclusively states that
petrolatum is a skin protectant. It
defines a skin protectant as “any agent
that isolates the exposed skin or mucous
membrane surface from any harmful or
annoying stimuli.” 43 FR 34630 {August
4, 1978). The panel further concludes
that “protectants act as mechanical
barriers that physically alter the
superficial wound environment by
excluding air, removing wetness,
prevent drying and protecting from
intertriginous contact." /d, In addition,
the F.D.A. has published a tentative
final monograph for skin protectants
which determined that petrolatum
“protects injured or exposed skin or
mucous membrane surfaces from
harmful or annoying stimuli." 48 Fed.
Reg. 6823 (February 15, 1983). We
conclude that these findings and
conclusions establish that petrolatum
provides a protective barrier to skin
without limitation to its water repellant
effect, and accordingly decide that this
paragraph of the Order shall be set
aside,

Paragraph 1.(c)(5) of the Order
specifically prohibits Petitioner from
claiming that *'Vaseline” will have any
effect upon itching unless limited to
itching from sunburned, dry, chapped,
chafed or scraped skin or other minor
skin injuries, The skin Protectant Panel
did find that petrolatum is effective for
the treatment of itching associated with
dry skin conditions. This panel found
the product useful as a soothing topical
lubricant. The Hemorrhoidal Panel went
even further. It concluded that
petrolatum is effective for (1) relief of
itching or other anorectal discomfort; (2)
for the temporary relief of anorectal
itching: (3) for the temporary relief of
itching associated with hemorrhoids and
other anorectal disorders; and (4) in
forming a protective coating over
inflamed tissue that can relieve itching.
45 Fed. Reg. 35628 (May 27, 1980). We
conclude that these findings and
conclusions substantiate that petrolatum
relieves itching other than itching
associated with sunburned, dry,
chapped, chafed of scraped skin, and
accordingly decide that the limitation on
itching claims is inappropriate and shall
set aside thig paragraph of the Order.

The findings and conclusions of the
F.D.A. Advisory Review Panels fall
short of providing adequate
substantiation justifying the setting
aside of the proscribed claims relating to
burns (1.(c)(1)), scrapes (1.(c)(1)),
scratches (1.(c)(1)), abrasions (1.(c)(1)).
scabbed skin (1.(c)(2)), diaper rash
(1.(c)(3)), cradle cap (1.(c)(4)), and
escape of tissue fluids (1.(g)). These
same findings and conclusions do not
address other claims that are proscribed
by the Order, namely claims relating to
the prevention of infection (1.(a)).
treatment of cuts or open wounds,
(1.(d)). or advertising slogans (1.(e}).
Since the findings and conclusions of
the F.D.A. panels are the only evidence
Petitioner has submitted to support its
request, there is nothing before us to
support any action with respect to
provisions 1.(a), 1.(d) and 1.(e).
Consequently, these provisions of the
Order will remain unchanged.

Petitioner next argues that the Order
is no longer necessary or appropriale to
protect consumers. In essence, Petitioner
argues that most of the proscribed
claims have been addressed by the
F.D.A. Advisory Review Panels and
their findings and conclusions are in
conflict with a number of the provisions
of the Order. In addition, Petitioner
contends that combined with the
ongoing F.D.A. review of over-the-
counter drugs, the age of the Order
renders it obsolete.

The Federal Trade Commission Act,
15 U.S.C. 45(b) requires that an order be
modified or set aside upon a satisfactory
showing that changed conditions of law
or fact requires such modification or
setting aside. The Commission’s rules
implementing this statutory mandate
amplify on this by stating that an order
should be set aside or modified if “‘the
public interest so requires.” Rule 2.51(b)
Commission's Rules of Practice, 16 CFR
2.51. When an order no longer serves
any useful purpose and impedes truthfu!
advertising, it is clear under the statute
and the rules that it should be set aside.
However, where the provisions of an
order are nol inconsistent with the
F.D.A. and its advisory review panels,
such an order retains its usefulness
irrespective of its age. Other than the
provisions of the Order we have decided
should be aside, several provisions,
namely those relating to burns (1.(¢)(1)).
scrapes (1.(c)(1)). scratches (1.(c)(1)),
abrasions (1.(c)(1)), scabbed skin
(1.{c)(2)). diaper rash (1.(c)(3)), cradle
cap (1.(c}(4)). and escape of tissue fluids
(1.(g)). are not wholly consistent with
the findings and conclusions of the
advisory review panels. While these
findings and conclusions do not justify
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setting aside the proscribed claims, they
do justify some claims of a similar
nature which the current Order prohibits
because of the absolute nature of these
prohibitions. For example, the panels
found that petrolatum is safe and
effective in the temporary relief of minor
skin irritations; soothes minor skin
irritations; gives comfort to minor skin
irritations; affords temporary protection
of minor skin injuries; aids in the
prevention of diaper rash; affords
protection against wetness that causes
diaper rash; softens skin: and prevents
water loss from stratum corneum.
Accordingly, we have concluded that
these claims will be subjected to a
reasonable basis standard, as requested
by Petitioner as alternative relief, as
being in the public interest.

This is appropriate relief under
Commission policy. The Commission
has long held that an advertiser is not
required to demonstrate the absolute
truth of a particular claim, only a
reasonable basis for making it. Bureau
of Consumer Protection, F.T.C,
Advertising Substantiation Program,
Analysis of Public Comments and
Recommended Changes (July 23, 1984).
This is consistent with our previous
decisions in AHC Pharmacal, Inc.,
supra, where we modified an order to
permit AHC to rely on F.D.A. panel
recommendations as a reasonable basis
for substantiating superiority claims.
See, also, Thompson Medical Co., supra,
and Ogilvy & Mather International
Corp., 101 F.T.C. 1 (1983).

As noted above, the findings and
conclusions of the F.D.A. Advisory
Review Panels do justify the use of some
claims of a similar nature to those
prohibited under the Order, namely
qualified claims with respect to burns,
scrapes, scratches, abrasions, scabbed
skin, diaper rash, cradle cap and escape
of tissue fluids. Petitioner does possess
i reasonable basis for making these
similar, albeit qualified claims but can
not do so under the current Order.
Because of this dichotomy, we will
modify the order to allow any such
claims that can be supported by a
reasonable basis consisting of
competent and reliable scientific
evidence. See e.g., Sterling Drug, Inc.,
101 F.T.C. 375 (1983). Although Petitioner
hias only presented the findings and
conclusions of the various F.D.A. panels
in support of its request, we do
recognize that competent and reliable
evidence consisting of tests, analyses,
research, studies or other materials
based on the expertise of professionals
in the relevant area may also provide a
reasonable basis to substantiate some of
the claims in issue here. Consequently,

either the findings and conclusions of
the F.D.A. panels or competent and
reliable scientific evidence may be used
by Petitioner as a reasonable basis to
substantiate such advertising claims, if
such evidence does in fact support such
claims. In addition, although it is not
clear that the advisory review panels
addressed this issue, we will also
accord the comparative soothing and
softening claims similar treatment in
accord with our policy to encourage
comparative claims where justified.

Because of the nature of the
modifications granted hereby, it has
been necessary to restructure the Order.
All reference to the two previously
prohibited claims which we have
decided to set aside will be deleted from
the modified Order. Part I of the
modified Order prohibits those claims
for which no evidence justifying their
vacation has been presented and will
remain unchanged from the original
Order. Part 1l of the modified Order
prohibits the use of certain other claims
unless substantiated by competent and
reliable scientific evidence establishing
a reasonable basis or which are
supported by the findings and
conclusions of the various F.D.A.
Advisory Review Panels. The final
sentence in Part Il of the modified Order
is intended to clarify the fact that
current versions of the F.D.A. Advisory
Review Panels' findings and conclusions
may be used as a reasonable basis for
substantiating claims, unless and until
such findings and conclusions are
modified, Part III of the modified Order
prohibits the dissemination of
advertising of any representations or
claims not allowed under the modified
Order.

It is therefore ordered, that the
proceeding is hereby reopened and the
Decision and Order issued September
25, 1963 in Docket No. C-802 is hereby
modified to read as follows:

Order
I

It is ordered, that respondent
Chesebrough-Pond's Inc., a corporation,
its successors and assigns, and its
officers, representatives, agents and
employees, directly or through any
corporate or other device, in connection
with the advertising, offering for sale,
sale or distribution of “Vaseline”
petroleum jelly (White Petrolatum,
U.S.P. or Yellow Petrolatum, N.F.), or
any other preparation of similar
composition or possessing substantially
similar properties, in or affecting
commerce, as “commerce” is defined in
the Federal Trade Commission Act, do
forthwith cease and desist from

representing in any manner, directly or
indirectly:

(a) That respondent’s product is of
value in preventing infection;

(b) That respondent's product is of
any benefit in the treatment of cuts or
open wounds; or

(c) That respondent’s product is a
substitute for a “First Aid Kit in a Jar"
unless such slogan is used in direct
connection with or in close proximity to
illustrations or descriptions of the
unprohibited first aid uses of the
product.

It is further ordered that respondent,
its successors and assigns, and its
officers, representatives, agents and
employees, directly or through any
corporate or other device, in connection
with the advertising, offering for sale, or
distribution of “Vaseline"” petroleum
jelly (White Petrolatum, U.S.P. or Yellow
Petrolatum, N.F.), or any other
preparation of similar compaosition or
possessing substantially similar
properties, in or affecting commerce, as
“commerce” is defined in the Federal
Trade Commission Act, do forthwith
cease and desist from representing in
any manner, directly or indirectly:

(a) That respondent’s product is of
any benefit in curing, or in promoting or
accelerating the healing of, burns,
scrapes, scratches, abrasions, scabbed
skin, diaper rash or cradle cap;

(b) That respondents’s product will
soothe and soften the skin better than
competitors’ products having
substantially similar properties; or

(c) That respondent’s product
prevents the escape of tissue fluids from
the skin;

Unless at the time that such
representation is made respondent
possesses and relies upon a reasonable
basis consisting of reliable and
competent evidence that substantiates
the representation. Reliable and
competent evidence establishing a
reasonable basis for such representation
shall consist of:

(a) Tests, analyses, research, studies
or any other materials based on the
expertise of professionals in the relevant
area, provided such tests, analyses,
research, studies or other materials are
conducted and evaluated in an objective
manner by persons qualified to do so,
using procedures generally accepted in
the profession to yield accurate and
reliable results; or

(b) The findings and conclusions of
the Food and Drug Administration
(F.D.A.) or an F.D.A. Advisory Review
Panel as published in the Federal
Register to describe such findings and
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conclusions, unless and until any such
findings of conclusions are modified.
Nothing herein shall be deemed to
create or support an inference that
evidence in existence at the time this
Mudified Order is issued does not
constitute a reasonable basis for any

representation subject to this paragraph.

By direction of the Commission.
Emily H. Rock,
Secrelary.
[FR Doc. 85-28481 Filed 12-11-85 845 am]
BILLING CODE 6750-01-M

DEPARTMENT OF TRANSPORTATION
Federal Highway Administration

23 CFR Parts 625 and 655

| FHWA Docket Nes. 79-37, 83-26, 85-1, 85-
3, 85-18, and 85-28)

National Standards for Traflic Control
Devices; Manual on Uniform Tratfic
Control Devices

AGENCY: Federal Highway
Administration (FHWA), DOT,

ACTION: Final amendments to the
Manual on Uniform Traffic Control

Devices; comments requested on
editorial amendments.

SUMMARY: This documen! contains
notice of amendments to the Manual on
Uniform Traffic Control Devices
(MUTCD) which are being adopted by
the Federal Highway Administrator for
inclusion therein. The MUTCD is
incorporated by reference in the desxgn
standards for Federal-aid highways in
23 CFR Part 625. It is also recognized in
Part 655 as the national standard for
traffic control devices on all public
roads. The amendments affect various
parts of the MUTCD and are intended to
expedite traffic, improve safety and
provide @ more uniform application of
highway signs, signals, and markings.
DATES: Effective February 22, 19865.
Comments on the editorial amendments
must be received on or before March 24,
1966.

ADDRESS: Submit written comments,
preferably in triplicate, on editorial
changes to FHWA Docket No. 85-28,
and on Standards for performance of
retroreflective traffic control devices to
Docket No. 85-18, Federal Highway
Administration, Room 4205, HCC-10, 400
Seventh Street SW., Washington, DC
20590. All comments received will be

available for examination at the above
address between 8:30 a.m. and 3:30 p.m
e.t., Monday through Friday. Those
desiring notification of receipt of
comments must include a self-
addressed, stamped postcard,

FOR FURTHER INFORMATION CONTACT:
Mr. Philip O. Russell, Office of Traffic
Operations, (202) 426-0411, or Mr.
Michael J. Laska, Office of the Chief
Counsel, (202) 426-0762, 400 Seventh
Street SW., Washington, DC 20590,
Office hours are from 7:45 a.m. to 4:15
p.m. e.t., Monday through Friday, except
legal holidays.

SUPPLEMENTARY INFORMATION: The
MUTCD is available for inspection and
copying as prescribed in 49 CFR Part 7.
Appendix D. It may be purchased for
$30.00 from the Superintendent of
Documents, U.S. Government Printing
Office, Washington, DC 20402, Stock No,
050-001-81001-8. The purchase of a
MUTCD includes a subscription service
for adopted revisions, -
This document contains the
dispositions of proposals for changes in
the MUTCD which were received or
originated by the FHWA. Previous
Federal Register actions regarding these
requests are listed in the following table:
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Advance copies of the text changes to
the MUTCD for all of the adopted
requests will be distributed to everyone
currently appearing on the FHWA
Federal Register mailing list for MUTCD
. matters. Thosae wishing to receive an
advance copy of the text changes or to
be added to this mailing list should
write to the Federal Highway
Administration, Office of Traffic
Operations, HTO-21, 400 Seventh Street
SW., Washington, DC 20590.

Discussion of Requests

These amendments are being
processed in accordance with the
rulemaking procedure of the
Administrative Procedure Act (5 U.S.C.
553) and the Department of
Transportation's reguatory policies and
procedures.

Each request is assigned an
identification number which indicates
by Roman numeral, the primary

organizational part of the MUTCD
affected and, by Arabic numeral, the
order in which the request was received

The FHWA has reviewed the
comments received in response to the
notices and other information relating to
the MUTCD and these proposals. The
FHWA is acting on the following
requests for change to the MUTCD, Each
action and its basis is summarized
below:






